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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on January 25, 2008 has been entered. 

Claims 1-3, 15, 19, 21-34, 55, 64-67, 77, 89-93 and 96 are canceled. New claims 97-133 
have been added. Claims 63 and 82 have been amended. Claims 74, 99, 105-107, 1 1 1-1 13, 121- 
123 and 133 are withdrawn as being drawn to the non-elected invention. Claims 63, 68-73, 75, 
76, 78-88, 94, 95, 97-104, 108-1 10, 1 14-120, and 124-132 are under consideration in this Action. 
Rejections of canceled claims are moot. 

Election/Restriction 

New claims 105-107, 111-1 13, 121-123 and 133 recite the non-elected species of ghrelin 
peptide. The species of ghrelin peptide of SEQ ID NO: 31, SEQ ID NO: 65 and SEQ ID NO: 
119 and the RNA bacteriophage of SEQ ID NO: 4 were elected and examined on the merits. 
Because no generic claim has been indicated allowable the Office will not search additional 
species of the ghrelin peptide or the RNA bacteriophage at this time. Therefore claims 74, 99, 
105-107, 1 11-113, 121-123 and 133 are withdrawn as being drawn to the non-elected species. 
Claim 133 is withdrawn as being drawn to the non-elected invention. 
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Claim Rejections - 35 USC § 103 
Rejection of claims 63, 76, 78-85, and 91-95 under 35 U.S.C. 103(a) as being 
unpatentable over Sebbel et al., (US Patent 6,964,769 B2, herein, "Sebbel") in view of Kojima et 
al (Nature, 1999, herein, "Kojima") is withdrawn in view of Applicant's arguments. 

Rejection of claims 63, 68-70, 72, 73, 75, and 85 under 35 U.S.C. 103(a) as being 
unpatentable over Sebbel et al, (US Patent 6,964,769 B2, herein, "Sebbel") in view of Kojima et 
al (Nature, 1999, herein, "Kojima") as applied to claims 1-3, 19, 21-30, 32-34, 55, 63, 64, and 
77-84 above, and further in view of Vasiljeva et al. (FEES Letters, 1998) and Malta et al. (Gen 
Pept Accession VCBPQB, 1971) is withdrawn in view of Applicant's arguments. 

However a new rejection is made in view of newly found prior art references. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 ol' this title, if the differences between the subject matter sought to be patented and the prior art are 
such thai the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinaiy skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 63, 68-73, 75, 76, 78-88, 94, 95, 97, 98, 100-104, 108-110, 114-120, and 124- 
132 are rejected under 35 U.S.C. 103(a) as being unpatentable over Stocldey et al. (US 
Patent 6,159,728) in view of Deghengi et al. (US 2002/0187938) and further in view of 
Kojima et al. (Nature, 1999 Vol. 402, p. 656-660) and Malta et al. (Gen Pept Accession 
VCBPQB, 1971). 

Stockley teaches pharmaceutical compositions comprising virus like particles of an RNA 
bacteriophage, particularly the QP bacteriophage as an antigen delivery system (see the entire 
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document, particularly claims 1-12). Stockley teaches the non-peptide covalent coupling between 
the RNA bacteriophage and the antigen of interest (see column 3, lines 22-44, column 12, lines 
8-29 and claim 8). Stockley does not teach the presently claimed SEQ ID NO: 4 representing the 
QP bacteriophage. Malta cures this deficiency in that Malta teaches coat protein of QP 
bacteriophage having a sequence identical with present SEQ ID NO: 4 (see page 2 of Maita's 
reference). Neither Stockley nor Malta teach that the peptide to be delivered is a ghrelin peptide. 

Deghenghi teaches administration of ghrelin peptides in a mammal to reduce the growth 
hormone release (see the entire document, particularly claims 1-18 and Examples 1-3). The 
ghrelin peptide sequences disclosed by Deghenghi comprise presently claimed SEQ ID NO: 119 
(see Example 1 and claims 1, 2, and 1 1). Deghenghi does not teach ghrelin peptides of SEQ ID 
NO: 31 and SEQ ID NO: 65. Kojima cures this deficiency in that Kojima teach a human ghrelin 
peptide, which sequence is identical with the instantly claimed SEQ ID NO: 31 (see page 658, 
Figure 4, ghrelin sequence is boxed). The ghrelin peptide of SEQ ID NO: 65, with the second 
attachment site, is exactly the same peptide as SEQ ID NO: 31 except that peptide of SEQ ID 
NO: 65 has an additional cysteine residue on the amino terminus. It is herein interpreted that the 
cysteine residue on the C terminal of the ghrelin peptide serves as the attachment site. 

It is noted that the person of ordinary skill in the art would have been motivated to 
provide a ghrelin peptide that lacks an n-octanoyl modification (present claim 85) for the purpose 
of making a construct of a core particle and an antigenic determinant. Kojima teach that ghrelin 
peptide purified from human stomach extract has an n-octanoyl modification (see page 658, 
second paragraph on the left column). The person of ordinary skill in the art would not include 
the n-octanoyl modification in the synthetically made ghrelin peptide because such modification 
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is not necessary for the peptide to be immunogenic, which is the purpose of the current invention 
is. 

Thus it would have been prima facie obvious to the person of ordinary skill in the art to 
provide Stockley's pharmaceutical composition comprising the RNA QP bacteriophage 
covalently coupled to Deghenghi's and/or Kojima's ghrelin peptide as an antigenic determinant, 
because Stockley teach that RNA QP bacteriophages serve as efficient delivery systems for 
foreign antigens and because Deghenghi teaches administration of ghrelin peptides for 
therapeutic purposes. 

One would have been motivated to use virus like particle of an RNA bacteriophage for 
delivery of ghrelin peptides because the RNA QP bacteriophage was known as an efficient 
antigen delivery system for foreign antigens at the time of the present invention. 

One would have had a reasonable expectation of success to make a Stockley's 
composition comprising Kojimas' ghrelin peptide because such constructs are routinely made in 
the art using methods of recombinant DNA technology. 

Therefore the present claims would have been obvious to those skilled in the art at the 
time of the present invention. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnieszka Boesen whose telephone number is 571-272-8035. 
The examiner can normally be reached on Monday - Friday from 9:00 AM to 5:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Agnieszka Boesen, Ph.D./ 
Examiner, Art Unit 1648 

/Stacy B Chen/ 

Primary Examiner, Art Unit 1648 



